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T hereby ;< rtify that the Attached 

1 ) Reply ih Office Action mailed March 23, 2004 (4 pages) 

2) Ajncn irtetit Related to Inventorship Issues (23 pages) 
and 

3) Requc::t for Correction of biventorship (9 pages) 

are beint: facsimile transmitted to the Commissioner of Patents, 
Box 145 \ Arlington, Virginia 22313-1450, on March 29, 2004 



Sinperely, 

^Jennifer J. Branigan 
March 29, 2004 
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tjicasc itntncj! a ;ly notify us Iby tclTOlionc CKi HOJl 243-<^335 to a^Tanftc forrctum of the ongm.nl docomcnr to us Jloin-ccst Thank 
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(N THE UNITED STATES PATENT AND TRADEMARK OFFICE RECEIVED 

eafTRALFAXCEMTER 

MAR 2 9 2004 



In rc App*' - ition of • 
WnlFgang MEtLcl a1 
Serial No 00/654.227 
Filed. Au-jst31. 2000 



Confirmation No.: 5622 

Rxamincr: S- Hui 

Group Art Unit: 1617 



For: PH AKMACBUTICAL COMPOSITTON FOR USE AS A CONTRACEPTtVE 



REPLY 

Vfait Stop Nin-'FcG Amendment 

Comniissicn'^r for Patents 

P.O. Box 1 ' 0 

Alexandria ^ ' A 22313-U50 

Sir. 

This Ucply is responsive to the OfHcc Action mailed March 23, 2004. See also the 
"Amcndme- t Related to Inventorship bsucs and Formal Matters" filed concurrently. 



TheRciccti -^ -t uqdet-35 U-S-C. S103 

The cicction of claims 1. 3-7, 9-14, 16-19. 21-22 and 36-69 under 35 U-S.C. §103, as 
being obvio;:- over Gast (WO 98/04269) and Elliesen (U-S. Patent No. 5.922,349) in view of 
DeC astro (1 Patent No. 5.534.270). ts respectfully traversed 

It IS cged m the Office Action that, fixim DcCastro, it would have been obvious to 
modify the < ii^t and Elhesen compositions by micronizing drospirenonc. 

In ra; t. DcCastro teaches that "[m]any factors cap affect bioavailability including e g . 
dissolution r: iz of the drug" and that **the rate of dissolution of a particulate drug can increase 
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wttli iiicic- - ng surface area, t.c. decreasing particle 5^\zc" (emphasis added). See, e g-, col 1 , 
lines 14- 1 f ; nd 27-29 Thus, at most. DcCastm teaches that decreasing particle size might, in 
yenersl. be - dpful m mcreasing dissolution rate and/orbioavailability of adnig, includmg the 
generally tntioncd "s-lcroids" among many other classes of compounds. 

Ap' t cdtits have previously submitted evidence establishing, with respect to other 
disclosure.^ j'ong the hties of DcCastro. the lack of motivation to micronize drospircnone for any 
reason^ inci'i.lfng to increase the rate of dissolution and/or to increase bioavailability. The 
Supplemer'v^t Amendment and Reply filed Nfarch 10, 2003. mcluded a Declaration by Dr. Lipp. 
It provided * :p€K opmion wtth supporting documcntaiy evidence that, based on the known 
properties cf drospirenone. one of ordinary skill m the art would not have been motivated to 
mtcroniT^e r' t*r provide it in a form promotmg its rapid dissolution. In fact, one would have been 
directed aw from providing it in a form promoting rapid dissolution in view of its known 
isomeriTiati'. r to an inactive form under acidic conditions (such as in the stomach upon oral 
admmistrat^ -» i) 

The Reicct ?ii rt under 35 U.S.C. §112, first paragraph 

The X iecnon under 35 U,5-C §112, first paragraph, is rendered moot by the amendment 
of claims 7. i^. 47. dQ and 58 to correct an obvious typographical error. Sec the "Amendment 
Related to I* ^ cntorship Issues and Formal Matters" and the proper recitation of the ± 
language m h-c claims, as supported by the disclosure m Example 2. page 12, line 1 1 . of the 
specification^ ibr example. 
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The l>rQvig- t? nal Qbviousney^-tvpe Double Patentitig Rejection 

TTie "j'ovisjonai obvtoustiess-type double patenting rejection over copending application 

Scr No. 10 ^3*),085 i.<; rendered moot by the temiinaJ disclaimer filed herewith. The tcnninal ® 

disclianncr jJso directed to related copending apphcalion Scr. Nos- 10/359,062; 10/359.069, ^ 

and 1 0/35^/ ' ;2. io ehitnnate any potential (though not admitted) obviousness-type double ^ 

pntentini^ is i cs with these apphcalions. S 



The ' " jmmissioner js hereby authorized to charge any fees associated with this response 
nr credit .^n^ overpayment to Deposit Account No ^3'M02. 

Respectfully submitted. 
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Attorney Dc * ! et No . : PLQVfN-l A 
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